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DETAILED ACTION 

This is in response to the application filed on December 21 , 2005 in which claims 
1-16 are presented for examination. 

Status of Claims 

Claims 1-16 are pending, of which 1 is in independent form. Claims 1-6 and 8-16 
are rejected under 35 U.S.C. 102(b) and claims 7 and 8 are rejected under 35 U.S.C. 
103(a). 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 6/13/2005 was filed 
before the mailing date of the patent application on 12/21/2005. The submission is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a) because they fail to show 
the various axes, central axis, hinge axis and reference axis, as described in the 
specification. Any structural detail that is essential for a proper understanding of the 
disclosed invention should be shown in the drawing. MPEP § 608.02(d). Further, the 
drawings appear to be copies due to heavy shading making features of the Applicant's 
invention unclear. Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are 
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required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. The 
figure or figure number of an amended drawing should not be labeled as "amended." If 
a drawing figure is to be canceled, the appropriate figure must be removed from the 
replacement sheet, and where necessary, the remaining figures must be renumbered 
and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date 
of an application must be labeled in the top margin as either "Replacement Sheet" or 
"New Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 
2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) 
because reference character "30" has been used to designate both hinge struts and 
spring struts in the specification, page 10. Corrected drawing sheets in compliance with 
37 CFR 1 .121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121 (d). If the changes are not accepted by the examiner, the applicant will be 
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notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claim 1 , the recitation "a respective central axis of the hinge struts is 
simultaneously pivoted about a hinge axis extending transversely with respect to the 
bearing structure" in lines 13-15, renders the claim vague and indefinite since the claim 
does not define the reference points for the central axis, hinge axis and reference axis 
or how the central axis, hinge axis and reference axis are defined with respect to 
structure recited in the claim. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. As best understood in light of the rejection under 35 U.S.C. 112, second 
paragraph, claims 1-6 and 9-16 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Shanley (US Patent 6,562,065). 

Regarding claim 1 , Shanley discloses a one-piece expandable flat tissue 
supporting device or "bearing structure" (column 5, lines 47-48, FIG. 2, element #20) 
including at least partially elastically deformable struts (column 7, line 37) that change 
from elastic to largely plastic deformation which are separated from each other by slots 
or "openings" (FIG. 2, element #22 and #26) in the bearing structure, wherein the 
bearing structure can assume at least one compressed condition and at least one 
expanded condition (column 10, lines 48-52) and has at least one expansion direction, 
wherein: 

the bearing structure has circumferential links or "anchor regions" (FIG. 2, element #30) 
extend to a resiliently deflectable end of the ductile hinges or "spring struts" (FIG. 2, 
element #32). Ductile hinges or "spring struts", which are elastically resilient with 
respect to the anchor regions (column 6, lines 52-53) wherein the insertion of ductile 
hinges increase the stiffness of the struts. A strut or "hinge strut" adjoining end, wherein 
the ductile hinges or "spring struts" and the struts or "hinge struts" (FIG. 2, element #28) 
are of such a configuration and arrangement that the ductile hinges or "spring struts" are 
initially resiliently deflected transversely to the expansion direction during the transition 
from the compressed condition to the expanded condition by the folding-over hinge 
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struts and finally spring back (column 6, lines 40-41) wherein the stent is crimped onto a 
catheter balloon and when expanded there is elastic springback while the struts are 
pivoted about the longitudinal axis (FIG. 9b) with respect to the bearing structure so that 
both the compressed condition of the bearing structure and also the expanded condition 
of the bearing structure is stabilized by a spring action emanating from the spring struts 
(column 6, lines 55-57). 




6. 

(FIG. 

strut" 



Regarding claim 2, Shanley discloses a respective ductile hinge or "spring strut" 
2, element #32) adjoining both longitudinal ends of a respective strut or "hinge 
(FIG. 2, element #28) and two spring struts are so arranged relative to each other 



Application/Control Number: 10/535,081 Page 7 

Art Unit: 4133 

that they exert a moment in the same direction on the strut or "hinge strut" about the 
hinge axis wherein the rotating motion of the hinge strut is produced as a result of the 
arrangement of the ductile hinges or "spring struts". 

7. Regarding claim 3, Shanley discloses two ductile hinges or "spring struts" 
respectively adjoining a strut or "hinge strut" are shaped and arranged in point- 
symmetrical relationship (FIG. 3a) with each other wherein each structural feature is 
symmetrical with respect to the longitudinal axis of the tissue supporting device. 

8. Regarding claim 4, Shanley discloses a peripheral wall of a tube or "stent" (FIG. 
2, element #24) in which the circumferential links are situated on the periphery of the 
tube. 

9. Regarding claim 5, Shanley discloses an expansion direction extending in the 
peripheral direction of the stent and the reference axis extends parallel or at a shallow 
angle to the longitudinal direction of the stent while the hinge axis is oriented 
approximately radially with the struts or "hinge struts" opened vertically (FIG. 9b). The 
device expands vertically and horizontally without axial contraction unless the vertical 
expansion continues beyond a specified point. 

1 0. Regarding claim 6, Shanley discloses a tissue supporting device or bearing 
structure made of plastic material (column 9, line 38). 
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1 1 . Regarding claim 9, Shanley discloses slots or "openings" that are cut so that the 
struts are separated from each other by cuts (FIG. 2, elements #22, and #26) wherein 
the slots are formed through laser cutting (column 9, line 41). 

12. Regarding claim 1 0, Shanley discloses cuts of such a configuration as to afford 
struts or "hinge struts" (FIG. 2, element #28) which are S-shaped or W-shaped in the 
compressed condition. 

13. Regarding claims 1 1 and 16, Shanley discloses cuts having end regions which 
are of an expanded configuration (FIG. 2, element #26) to reduce the notch effect and 
have no point concentration of stresses and strains occur during expansion that would 
increase deformation. 

14. Regarding claim 12, Shanley discloses ductile hinges or "spring struts" in the 
proximity of the circumferential links or "anchor regions", are of a larger cross-sectional 
area than in the region of their resiliently deflectable ends (FIG. 3e) wherein the ductile 
hinge or "spring strut" is concave or convex and the thickness may vary as long as the 
width is constant along a portion of the ductile hinge since the tensile strain will be 
distributed along the surface during expansion (column 8, 35-37), thus allowing the 
deflectable ends to be of a smaller cross-sectional area. 
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1 5. Regarding claim 1 3, Shanley discloses ductile hinges or "spring struts" that 
steadily taper from the circumferential links or "anchor regions" towards the resiliently 
deflectable ends (FIG. 2). 

16. Regarding claim 14, Shanley discloses struts or "hinge struts" that are of a 
substantially uniform cross-section transversely with respect to their central axis (FIG. 2, 
element #28) wherein the struts have a constant cross section until the ends reach the 
circumferential slots (FIG. 2, element #26). 

1 7. Regarding claim 1 5, Shanley discloses a transitional region of a cross-section 
which is reduced in relation to the strut or "hinge strut" and is provided between a 
respective resiliently deflectable end of a ductile hinge or "spring strut" and a strut or 
"hinge strut" adjoining the resiliently deflectable end. 

Claim Rejections - 35 USC § 103 

18. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shanley (US Patent No. 6,562,065) in view of Wu et al (US Patent No. 6,254,632). 
Regarding claims 7 and 8, Shanley discloses all of the limitations previously 
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discussed in claim 1 except for the tissue supporting device or "bearing structure" being 
formed of a magnesium alloy or a bioresorbable material (column 9, lines 35-38). 

Wu et al teach an implantable medical device, i.e. a stent, that can be made of 
magnesium or combinations thereof or a bioabsorbable polymer (column 4, lines 47-48, 
and 54). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have constructed the Shanley device of a magnesium alloy or a 
bioabsorbable polymer, as taught by Wu, since it was well known in the art to have 
selected the material to construct a stent. 

Conclusion 

1 9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Lee et al (US Patent No. 5,776,181), Ainsworth et al (US Patent 
No. 6,626,935), Frantzen (US Patent No. 6,042,606) and Hong et al (US Patent No. 
6,805,705) are related to expandable stents. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOCELIN C. TANNER whose telephone number is 
(571)270-5202. The examiner can normally be reached on Monday through Thursday 
between 9am and 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frantz Coby can be reached on 571-272-4017. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jocelin C. Tanner/ 5/22/2008 
Examiner, Art Unit 4133 



/Frantz Coby/ 

Supervisory Patent Examiner 
Art Unit 4133 



